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DETAILED ACTION 

In view of the Amended Appeal Brief, filed on 1/5/2006, PROSECUTION IS HEREBY 
REOPENED. The grounds for rejection are set forth below. 

To avoid abandonment of the application, Applicant must exercise one of the following 
two options: 

(1) file a reply under 37 CFR 1.111 (if this Office action is non-final) or a reply under 37 
CFR 1.113 (if this Office action is final); or, 

(2) initiate a new appeal by filing a notice of appeal under 37 CFR 41.31 followed by an 
appeal brief under 37 CFR 41.37. The previously paid notice of appeal fee and appeal brief fee 
can be applied to the new appeal. If, however, the appeal fees set forth in 37 CFR 41 .20 have 
been increased since they were previously paid, then Applicant must pay the difference between 
the increased fees and the amount previously paid. 

A Supervisory Patent Examiner (SPE) has approved of reopening prosecution by signing 

below: 

Claim Rejections - 35 USC §103 
The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1, 5-8, 10-16, 18,19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Schinitsky et al. (US Pat. 4,938,969) in view of Murad (US Pat. 5,804,594), Herstein (US 
Pat. 5,902,591) and Bassford et al. (US Pat. 2,517,276). 
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Schinitsky et al. teach a composition and method to reduce epidermal wrinkling resulting 
from photo-aging comprising ascorbic acid (about 2-20%), tyrosine (about 1-10%) and zinc 
sulfate (about 0.5-5%) in a pharmaceutically acceptable vehicle, for example, hydrophilic lotion, 
ointment, cream or gel, which is applied once or twice daily (Column 2, lines 38-53, Column 4, 
lines 34-45, Claims 1,2). A formulation is disclosed in Table 1 containing among other 
ingredients, water (58.85 %), glycerine, propylene glycol, zinc sulfate (2.08 %), ascorbic acid 
(10.06%) and tyrosine and a control formulation is disclosed which contains the same ingredients 
as set forth in Table 1 except that it does not contain tyrosine or ascorbic acid (Column 3, lines 8- 
46, Column 4, lines 1-27). 

Murad teaches a composition for treatment of skin overexposed to sunlight and wrinkles 
comprising a sugar, such a N-acetylglucoseamine or glucoseamine, amino acids, such as 
cysteine, methionine or N-acetyl cysteine, ascorbic acid, and a zinc compound, such as zinc 
sulfate (Column 4, lines 62-68, Columns 5, 6, Column 7, lines 30-41, Column 9, lines 3-7). It is 
taught that the composition may be formulated as a cream, paste, gel, ointment, solution or 
suspension in an aqueous liquid, oil-in-water emulsion or a water-in-oil emulsion by any 
methods of pharmacy which can be applied topically (Column 8, lines 43-49, Column 9, lines 
34-45). It is taught that the sugar and amino acids assist in thickening the dermis and 
supplementing collagen and elastic tissues which reduces wrinkling and lines (Column 5, lines 5- 
18). It is taught that the addition of ascorbic acid inhibits collagenase and elastase, enzymes 
which break down collagen and elastic tissues, and assist in the reducing the occurrence of 
additional wrinkles and facilitate the healing of skin tissues (Column 5, lines 18-22). It is taught 
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that zinc binds collagen fibers and inhibits elastase, an enzyme that also breaks down collagen 
and elastic tissue (Column 5, lines 22-24). 

Herstein discloses disclosed that ascorbic acid's activity as anti-oxidant has beneficial 
pharmaceutical effects with regards to adverse changes in the skin brought about by 
environmental conditions such as UV exposure but that ascorbic acid is unstable (Column 1, 
lines 12-68, Column 2, lines 1 -7). It is disclosed that invention in Herstein relates to stable 
topical cosmetic/ pharmaceutical emulsion compositions containing ascorbic acid and that a pH 
within 3.5 to 4.1 is preferred to facilitate entry of ascorbic acid into the skin and stabilize the 
ascorbic acid molecule (Column 1, lines 5-11, Column 2, lines 40-47, Column 10, lines 6-17). It 
is disclosed that the composition contains an organoclay material to stabilize the emulsion, such 
as aluminum silicate, bentonite, montomorillonite, fuller's earth, attapulgite, hectorite and 
(Column 3, lines 1-44). 

Bassford et al. disclose methods of purifying ascorbic acid in which one of the steps 
includes dissolving ascorbic acid in distilled water at 60 degrees Celsius, for example 105 g in 
140 cc, 100 g in 140 cc, 30 g in 30 cc (Column 4, lines 16-33, Column 5, lines 60-76, Columns 
6-8). It is disclosed that when preparing pharmaceutical compounds it is generally advisable to 
effect the final purification by crystallizing a first crop of pure material in the conventional 
manner that is disclosed as being Experiment B (Column 3, lines 30-35, Column 5, lines 60-68, 
Column 6, lines 39-76, Column 7). 

The prior art discloses topical compositions containing ascorbic acid, zinc sulfate and 
water. The difference between the prior art and the claimed invention is that the prior art does 
not expressly disclose the combination of at least 10% of ascorbic acid, amino-sugar, water and 
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pH of 3.5 to 4.1. However, the prior art amply suggests the same as the prior art discloses the 
combination of ascorbic acid and amino-sugar, the use of ascorbic acid up to 20% and that a pH 
of 3.5 to 4.1 is preferred to facilitate entry of ascorbic acid into the skin. Further, the prior art 
discloses the preparation of pure ascorbic acid for pharmaceutical use in which one of the steps 
includes dissolving ascorbic acid in water at 60 degrees Celsius. As such, it would have been 
well within the skill of and one of ordinary skill in the art would have been motivated to modify 
the prior art as above with the expectation that the same would facilitate entry of ascorbic acid 
into the skin and that the combination would be effective in treating or protecting against skin 
damage due to exposure to the sun. Further, one of ordinary skill in the art would be motivated 
to prepare the ascorbic acid according to the process in Bassford with the expectation that the 
product would sufficiently pure for pharmaceutical purposes. Further, one of ordinary skill in 
the art would have been motivated to use clays with the expectation that in emulsion preparations 
that the clay would stabilize the emulsion. 

Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 

Claims 1, 5-8, 10-16, 18,19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Schinitsky et al. (US Pat. 4,938,969) in view of Murad (US Pat. 5,804,594), Darr et al. (US 
Pat. 5,140,043), Bassford et al. (US Pat. 2,517,276) and Yue et al. (US Pat. 5,700,451). 

Schinitsky et al. is cited for the same reasons as above and incorporated herein to avoid 
repetition. 

Murad is cited for the same reasons as above and incorporated herein to avoid repetition. 
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Darr et al. disclose that ascorbic acid's activity as anti-oxidant has beneficial 
pharmaceutical effects with regards to adverse changes in the skin brought about by 
environmental conditions such as UV exposure but that ascorbic acid is unstable (Column 1, 
Column 2, lines 1 -55). It is disclosed that a pH of no more than about 3.5 ensures that greater 
than 82% of the ascorbic acid remains in the protonated, uncharged form and facilitates entry of 
ascorbic acid into the skin and stabilizes the ascorbic acid molecule (Column 3, lines 17-33, 
Column 4, lines 7-18, claims 1-42). It is disclosed that at even at a pH of 4.5, a 5% solution of 
ascorbic acid remains quite stable and that at a pH of 4.2, 5% ascorbic acid remained stable 
(Column 5, lines 1-27). It is disclosed that carriers for topical application useful in practicing the 
invention include but are not limited to alkylene glycols, such as propylene glycol, or alkylene 
glycols in combination with hydroxyalkylcellulose derivatives, such as hydroxypropylcelulose, 
and glycerol (Column 3, lines 33-53). It is disclosed that ascorbic acid can be present in 
amounts of at least about 1 wt. %, preferably from about 3 to 20 wt.%, and more preferably 
about 5 to 10 wt.% in water and a carrier for topical application (Column 3, lines 18-33). 

Bassford et al. is cited for the same reasons as above and is incorporated herein to avoid 
repetition. 

Yue et al. disclose the use of titanium dioxide as a topical sunscreen which can be 
incorporated into solutions, lotions, creams, ointments, skin cosmetics and the like and emulsions 
(Column 5, lines 13-44). It is disclosed that the compositions can include colorants and finishing 
agents which provide a pleasing color and/or additional suncreeen activity, such as talc, mica, 
magnesium carbonate, calcium carbonate, magnesium silicate, silica, zinc oxide, red iron oxide, 
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etc. (Column 7, lines 60-68, Column 8, lines 1-14). It is disclosed that the compositions can 
include anti-oxidants/radical scavengers such as ascorbic acid (Column 12, lines 20-28). 

The prior art discloses topical compositions containing ascorbic acid, zinc sulfate and 
water. The difference between the prior art and the claimed invention is that the prior art does 
not expressly disclose the combination of at least 10% of ascorbic acid, amino-sugar, water and 
pH of 3.5 to 4.1. However, the prior art amply suggests the same as the prior art discloses the 
combination of ascorbic acid and amino-sugar, the use of ascorbic acid up to 20% and a pH of 
about 3.5 and that at pHs of 4.2 and 4.5, a 5% solution of ascorbic acid remained stable. As 
such, it would have been well within the skill of and one of ordinary skill in the art would have 
been motivated to modify the prior art as above with the expectation that a solution of ascorbic 
acid at a pH of about 3.5 would be stable and that the combination would be effective in treating 
or protecting against skin damage due to exposure to the sun. Further, one of ordinary skill in the 
art would be motivated to prepare the ascorbic acid according to the process in Bassford with the 
expectation that the product would sufficiently pure for pharmaceutical purposes. Furthermore, 
one of ordinary skill in the art would have been motivated to use titanium dioxide with the 
expectation that the same would assist in inhibiting the adverse effects of UV exposure through 
its sunscreening activity. 

Therefore, the claimed invention, as a whole, would have been prima facie obvious to 
one of ordinary skill in the art at the time the invention was made, because every element of the 
invention has been collectively taught by the combined teachings of the references. 

Response to Arguments 
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The rejection of claims 1, 5-8, 10-16, 18,19 under 35 U.S.C. 103(a) as being 
unpatentable over Schinitsky et al. (US Pat. 4,938,969) in view ofMurad (US Pat. 5,804,594), 
Herstein (US Pat. 5,902,591) and Bassford et al. (US Pat. 2,517,276) is proper. 

The Examiner acknowledges that the claimed composition comprises ascorbic acid, 
amino-sugar and water. However, the fact that the Examiner inadvertently indicated zinc in 
stead of amino-sugar does not overcome the rejection as the combined teachings of the prior art 
do disclose the combination ascorbic acid, amino-sugar and water as indicated above. 

Applicant acknowledges that Schinitsky et al. teaches the combination of tyrosine (an 
amino acid), ascorbic acid and a non-toxic zinc salt (Amended Appeal Brief (1/5/2006), page 
10). Applicant then argues that Schinitsky et al. do not teach or suggest the use of zinc salt alone 
or in combination with ascorbic acid without tyrosine. However, contrary to Applicant's 
arguments, only zinc sulfate, not tyrosine, was identified as an essential ingredient in Schinitsky 
et al. (Schinitsky et al., Column 2, lines 54-68, Column 3, lines 1-7). The preliminary trial tested 
against a control containing no ascorbic acid and no tyrosine, however, there is no indication as 
to the level of effectiveness of the control cream. The results of the preliminary trial only 
supports a conclusion that the combination of ascorbic acid, zinc sulfate and tyrosine was 
effective in reducing wrinkles. Schinitsky et al. does not provide any evidence that there was no 
improvement with wrinkles with the control formulation or that tyrosine is an essential 
ingredient as the control formulation did not include both ascorbic acid and tyrosine, i.e. there 
was not control formulation in which only tyrosine was missing, and the results of the control 
formulation were not provided. In any case, the claims do not exclude the use of tyrosine. In 
fact, claims 21 and 23 require the inclusion of compounds defined only by functional language 
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which the Specification indicates includes "a tyrosine compound" which is defined to be tyrosine 
or a compound capable of generating tyrosine (Specification, paragraphs 00016, 00032). 

Herstein discloses a two-component system, however, the two-component system is only 
for purposes of storage stability and the final composition is a stable emulsion (Herstein, Column 
3, line 1-6, Column 10, lines 6-44). Further, the organoclay is used to stabilize the emulsion not 
to provide a pH 3.5 to 4. 1 in the final composition as this is provided by the use of pH adjusting 
or buffering compounds (Herstein, Column 10, lines 16-23). Applicant argues that Herstein does 
not teach or suggest a topical composition comprising ascorbic acid, water and an amino-sugar. 
However, there is no requirement that Herstein disclose said composition. See e.g. In re Keller, 
642 F.2d 413, 208 USPQ 871 (CCPA 1981) (The test for obviousness is not whether the features 
of a secondary reference may be bodily incorporated into the structure of the primary reference; 
nor is it that the claimed invention must be expressly suggested in any one or all of the 
references. Rather, the test is what the combined teachings of the references would have 
suggested to those of ordinary skill in the art). 

Applicant argues that there is no motivation or suggestion provided by Schinitsky et al. or 
Herstein to combine the teaching of the other to arrive at the claimed topical composition. 
However, the rationale to modify or combine the prior art does not have to be expressly stated in 
the prior art; the rationale may be expressly or impliedly contained in the prior art or it may be 
reasoned from knowledge generally available to one of ordinary skill in the art, established 
scientific principles, or legal precedent established by prior case law. In re Fine, 837 F.2d 1071, 
5 USPQ2d 1596 (Fed. Cir. 1988); In re Jones, 958 F.2d 347, 21 USPQ2d 1941 (Fed. Cir. 1992). 
See also In re Kotzab, 217 F.3d 1365, 1370, 55 USPQ2d 1313, 1317 (Fed. Cir. 2000) (setting 
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forth test for implicit teachings); In re Eli Lilly & Co., 902 F.2d 943, 14 USPQ2d 1741 (Fed. 
Cir. 1990) (discussion of reliance on legal precedent); In re Nilssen, 851 F.2d 1401, 1403, 7 
USPQ2d 1500, 1502 (Fed. Cir. 1988) (references do not have to explicitly suggest combining 
teachings); and Ex parte Levengood, 28 USPQ2d 1300 (Bd. Pat. App. & Inter. 1993) (reliance on 
logic and sound scientific reasoning). In this case, Herstein discloses adjusting the pH of a 
topical cosmetic/ pharmaceutical emulsion containing ascorbic acid to a pH within 3.5 to 4.1. 
Herstein further discloses that said pH range facilitates entry of ascorbic acid into the skin and 
stabilizes the ascorbic acid molecule. As such, one of ordinary skill in the art would have been 
motivated to modify the prior art composition disclosed or suggested in Schinitsky et al. to have 
a pH range of 3.5-4.1 with the expectation that pH range would facilitate entry of ascorbic acid, 
which is disclosed to have beneficial effects against adverse skin conditions, into the skin and/or 
stabilize the ascorbic acid molecule, which is disclosed to be unstable. Since there is no 
requirement that Schinitsky et al. or Herstein disclose the use of an amino-sugar, there is no 
requirement that said references disclose a motivation to use amino-sugar. Said motivation is 
disclosed or suggested by the teachings of Murad. 

Applicant argues that in Murad ascorbic acid must be used in combination with amino 
acids, however, Applicant's claims do not exclude the use of amino acids. Applicant cites to 
various preferred examples or embodiments, however, disclosed examples and preferred 
embodiments do not constitute a teaching away from a broader disclosure or nonpreferred 
embodiments. In re Susi, 169 USPQ 423 (CCPA 1971). Applicant argues that Murad does not 
teach or suggest a two-component system or unique stabilizer. However, the mere fact that one 
reference discloses elements not disclosed in another reference does not overcome the rejection 



Application/Control Number: 09/997,663 Page 1 1 

Art Unit: 1616 

herein. See e.g. In re Keller, 642 F.2d 413, 208 USPQ 871 (CCPA 1981) (The test for 
obviousness is not whether the features of a secondary reference may be bodily incorporated into 
the structure of the primary reference; nor is it that the claimed invention must be expressly 
suggested in any one or all of the references. Rather, the test is what the combined teachings of 
the references would have suggested to those of ordinary skill in the art). Applicant argues that 
Murad does not teach or suggest ascorbic acid be used in absence of at least one transition metal, 
such as zinc. However, Applicant's claims do not exclude the use of transition metals or zinc. 
Further, there is no requirement that Murad disclose a pH of between 3.5 and 4. 1 . Murad, 
however, as indicated above, discloses the benefits of ascorbic acid and sugars, as such, one of 
ordinary skill in the art would have been motivated to combine the same with the expectation 
that the combination would exhibit the disclosed benefits. 

As indicated above, there is no requirement that Bassford at al. provide an express 
motivation to combine its teachings with that of the other prior art or set forth each an every 
element of the claimed composition. As indicated above, Bassford et al. discloses a process for 
purifying ascorbic acid in which one of the disclosed or suggested uses of the ascorbic acid is as 
a pharmaceutical compound. As such, one of ordinary skill in the art would have been motivated 
to use the process disclosed in Bassford et al. with the expectation that the ascorbic acid, thus 
treated, would be sufficiently pure for use as a pharmaceutical in the prior art pharmaceutical 
compositions. The reason or motivation to modify the reference may often suggest what the 
inventor has done, but for a different purpose or to solve a different problem. It is not necessary 
that the prior art suggest the combination to achieve the same advantage or result discovered 



Application/Control Number: 09/997,663 Page 12 

Art Unit: 1616 

by applicant. In re Linter, 458 F.2d 1013, 173 USPQ 560 (CCPA 1972); In re Dillon, 919 F.2d 
688, 16 USPQ2d 1897 (Fed. Cir. 1990), cert, denied, 500 U.S. 904 (1991). The Applicant does 
not indicate that the limitation "pre-treated ascorbic acid" is limited to any one process of pre- 
treatment. Applicant has argued in the withdrawn enablement rejection that alternative methods 
of ascorbic acid pretreatment are known to those skilled in the art (Amended Appeal Brief 
(1/5/2006), Page 6). However, the only method explicitly disclosed in the Specification includes 
dissolving ascorbic in water and heating to 60 to 90 degrees Celsius (Specification, paragraph 
00028). In any case, since Applicant does not specifically indicate that pre-treatment is limited 
to any one process, the process in Bassford et al. falls within the scope of the limitation "pre- 
treated ascorbic acid". 

Contrary to Applicant's arguments, there is motivation to modify and/or combine the 
teachings of the references as indicated above. As such, there is motivation to combine and/or 
modify the teachings of Schinitisky et al., Murad, Herstein and Bassford et al.. 

The rejection of Claims 1, 5-8, 10-16, 18,19 under 35 U.S.C. 103(a) as being 
unpatentable over Schinitsky et al. (US Pat. 4,938,969) in view of Murad (US Pat. 5,804,594), 
Darretal. (US Pat. 5,140,043), Bassford et al. (US Pat. 2,517,276) and Yue et al. (US Pat. 
5, 700,451) is proper. 

As indicated above, there is no requirement in a rejection based on a combination of 
references that each reference alone disclose each and every element of the claimed invention. 
As such, the mere fact that Darr et al. does not disclose the use of a amino-sugar or pre-treatment 
of ascorbic acid does not overcome the rejection herein. Contrary to Applicant's arguments, 
Darr et al. does not teach away from high quantities of ascorbic acid and pH above 3.5. 
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Applicant acknowledges that Darr et al. discloses a pH of no more than about 3.5. The claimed 
invention has a minimum pH of 3.5. Therefore, Darr discloses a pH falling within the scope of 
Applicant's claims. In the case where the claimed ranges "overlap or lie inside ranges disclosed 
by the prior art" a prima facie case of obviousness exists. In re Wertheim, 191 USPQ 90 (CCPA 
1976); In re Woodruff, 16 USPQ2d 1934 (Fed. Cir. 1990) (The prior art taught carbon monoxide 
concentrations of "about 1-5%" while the claim was limited to "more than 5%." The court held 
that "about 1-5%" allowed for concentrations slightly above 5% thus the ranges overlapped.); In 
re Geisler, 43 USPQ2d 1362, 1365-66 (Fed. Cir. 1997) (Claim reciting thickness of a protective 
layer as falling within a range of "50 to 100 Angstroms" considered prima facie obvious in view 
of prior art reference teaching that "for suitable protection, the thickness of the protective layer 
should be not less than about 10 nm [i.e., 100 Angstroms]." The court stated that "by stating that 
suitable protection' is provided if the protective layer is about' 100 Angstroms thick, [the prior 
art reference] directly teaches the use of a thickness within [applicant's] claimed range."). 
Similarly, a prima facie case of obviousness exists where the claimed ranges and prior art ranges 
do not overlap but are close enough that one skilled in the art would have expected them to have 
the same properties. Titanium Metals Corp. of America v. Banner, 778 F.2d 775, 227 USPQ 773 
(Fed. Cir. 1985) (Court held as proper a rejection of a claim directed to an alloy of "having 0.8% 
nickel, 0.3% molybdenum, up to 0.1% iron, balance titanium" as obvious over a reference 
disclosing alloys of 0.75% nickel, 0.25% molybdenum, balance titanium and 0.94% nickel, 
0.31% molybdenum, balance titanium.). 

Applicant's description of the data in Darr et al. is misplaced as Darr et al. discloses that 
the data in Figures 3, 4 and 5 show that a 5% concentration of ascorbic acid even at relatively 
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high pH's was stable (Darr et al., Column 5, lines 1-27). Further, as indicated above, Darr et al. 
discloses concentrations of ascorbic acid as high as 20%. Thus, the data in Darr et al. cited by 
Applicant is not sufficient to establish that Darr et al. does not suggest high concentrations of 
ascorbic acid and pH's greater than 3.5. 

Applicant argues that there is no teaching or suggestion the prior art references to 
combine the teachings of Darr et al. with the compounds founds in Schinitsky et al. and Murad 
and the purification of ascorbic acid of Bassford et al.. As indicated above, there is no 
requirement that the prior art disclose an express motivation in the art to combine the references. 
Darr et al., as indicated above, discloses that a pH of not more than about 3.5 facilitates entry of 
ascorbic acid into the skin and stabilizes the ascorbic acid molecule. As such, one of ordinary 
skill in the art would have been motivated to modify the prior art composition to have a pH of 
not more than about 3.5 with the expectation that a pH of about 3.5 would facilitate entry of 
ascorbic acid, which is disclosed to have beneficial effects against adverse skin conditions, into 
the skin and/or stabilize the ascorbic acid molecule, which is disclosed to be unstable. Finally, 
there is motivation to modify and/or combine the teachings of Schinitsky et al., Murad and 
Bassford et al. and Yue et al. as indicated above. As such, there is motivation to modify and/or 
combine Schinitsky et al., Murad, Darr et al., Bassford et al. and Yue et al. 

Conclusion 

A facsimile center has been established in Technology Center 1600. The hours of 
operation are Monday through Friday, 8:45 AM to 4:45 PM. The telecopier number for 
accessing the facsimile machine is 571-273-8300. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Frank Choi whose telephone number is (571)272-0610. Examiner 
maintains a compressed schedule and may be reached Monday, Tuesday, Thursday, Friday, 6:00 
am - 4:30 pm (EST). 
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If attempts to reach the Examiner by telephone are unsuccessful, the Examiner's 
Supervisor, Dr. Johann Richter, can be reached at (571)272-0646. Additionally, Technology Center 
1600's Receptionist and Customer Service can be reached at (571) 272-1600. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 
Frank Choi 
Patent Examiner 
Technology Center 1600 
September 5, 2006 
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